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510(K) SUMMARY

This summary of 510(k) safety and effectiveness information is being submitted in
accordance with the requirements of SMDA 1990 and 21 CFR §807.92(c).

The assigned 5 10(k) number is: _K1I ( I S1.

1. Submitter:

Shenzhen Mindray Bio-medical Electronics Co., LTD
Mindray Building, Keji 12th Road South, Hi-tech Industrial Park, Nanshan, Shenzhen,
518057, P. R. China

Tel: +86 755 8188 5604
Fax: +86 755 2658 2680

Contact Person:
Zhai Pei
Shcnzhen Mindray Bio-medical Electronics Co., LTD
Mindray Building, Keji 12th Road South, Hi-tech Industrial Park,
Nanshan, Shenzhen, 518057, P. R. China

Date Prepared: December 8, 2010

2. Device Name: DC-T6 Diagnostic Ultrasound System

Classification
Regulatory Class: 11
Review Category: Tier 11
21 CER 892.1550 Ultrasonic Pulsed Doppler Imaging System (90-LYN)
21 CFR 892.1560 Ultrasonic Pulsed Echo Imaging System (90-LYC)
21 CFR 892.1570 Diagnostic Ultrasound Transducer (90-ITX)

3. Device Description:

DC-T6 Diagnostic Ultrasound System is a general purpose, mobile, software controlled,
ultrasound diagnostic system. Its function is to acquire and display ultrasound images in
B-Mode, M-Mode, PW-Mode, CW mode, Color-Mode, Color M-Mode, Power/Dirpower
Mode, TDI mode or the combined mode (i.e. B/M-Mode).This system is a Track 3 device
that employs an array of probes that include linear array, convex array and phased array
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with a frequency range of approximately 2.5 MHz to 10.0 MHz.

4. Intended Use:

The DC-T6 Diagnostic Ultrasound System is applicable for adults, pregnant women,
pediatric patients and neonates. It is intended for use in fetal, abdominal, pediatric, small
organ(breast, thyroid, testes), neonatal cephalic, adult cephalic, trans-rectal,
trans-vaginal, musculo-skeletal(conventional, superficial), cardiac(adult, pediatric),
peripheral vascular and urology exams.

5. Comparison with Predicate Devices:

DC-T6 Diagnostic Ultrasound System is comparable with and substantially equivalent to
these predicate devices:

IMindray M7 K100830
2 Mindray DC-3 K091941
3 Mindray DC-7 K101041
4 GE VIVID 7 K060542
5 GE LOGIQ E K091374

They have the same technological characteristics, are comparable in key safety and
eff~ctiveness fatures, and have the same iitended -uses-andtsic operating-m-odes as the
predicate devices.

6. Non-clinical Tests:

DC-T6 Diagnostic Ultrasound System has been evaluated for acoustic output,
biocompatibility, cleaning and disinfection effectiveness as well as thermal, electrical and
mechanical safety, and has been found to conformn with applicable medical safety standards.
This device has been designed to meet the following standards: UD 2, UD 3, IEC
60601-1, IEC 60601-1-1, IEC 60601-1-2, LEC 60601-1-4, TEC 60601-2-37,UL 60601-1,
IS014971 and ISO 10993-1.

Conclusion:

Intended uses and other key features are consistent with traditional clinical practices,
FDA guidelines and established methods of patient examination. The design,
development and quality process of the manufacturer confirms with 21 CFR 820, ISO
9001 and ISO 13485 quality systems. The device conforms to applicable medical device
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safety standards. Therefore, the DC-T6 Diagnostic Ultrasound System is substantially
equivalent with respect to safety and effectiyeness to devices currently cleared for
market.
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DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

Food and Drug Administration
10903 New Hampshire Avenue
Silver Spring, MD 20993

FED 82011

Shenzhen Mindray Bio-Medical Electronics Co., Ltd.
% Mr. Jeff D. Rongero
Senior Project Engineer
Underwriters Laboratories, Inc.
12 Laboratory Drive
Research Triangle Park, NC 27709

Re: K1 10 199
Trade/Device Name: DC-T6 Diagnostic Ultrasound System
Regulation Number: 21 CER 892.1550
Regulation Name: Ultrasonic pulsed doppler imaging system
Regulatory Class: 11
Product Code: JYN, IYO, and ITX
Dated: January 20, 2011
Received: January 24, 2011

Dear Mr Rongero:

We have reviewed your Section 5 10(k) premarket notification of intent to market the device
referenced above and we have determined the device is substantially equivalent (for the
indications for use stated in the enclosure) to legally marketed predicate devices marketed in
interstate commerce prior to May 28, 1976, the enactment date of the Medical Device
Amendments, or to devices that have been reclassified in accordance with the provisions of the
Federal Food, Drug, and Cosmetic Act (Act). You may, therefore, market the device, subject to
the general controls provisions of the Act. The general controls provisions of the Act include
requirements for annual registration, listing of devices, good manufacturing practice, labeling,
and prohibitions against misbranding and adulteration.

This determination of substantial equivalence applies to the following transducers intended for
use with the DC-T6 Diagnostic Ultrasound System, as described in your premarket notification:

Transducer Model Number

3C5A L7-3 L14-6
C5-2 7L4A P4-2
6C2 LI 1-4 2P2

V10-4 L12-4 4CD4
V1IO04B 7L5



If Your device is classified (see above) into either class 11 (Special Controls) or class Ill (PMA),
it nmay be subject to such additional controls. Existing major regulations affecting your device
can be found in the Code of Federal Regulations. Title 21,. Parts 800 to 895. In addition, FDA
may publish further announcements concerning your device in the Federal Register.

Please be adx'ised that FDA's issuance of a substantial equivalence determination does not mean
that FDA has made a determination that your device complies with other requirements of the Act
or any Federal statutes and regulations administered by other Federal agencies. You must
comply with all the Act's requirements, including, but not limited to: registration and listing (2 1
CFR Part 807); labeling (21 CER Part 801); good manufacturing practice requirements as set
forth in the quality systems (QS) regulation (21 CER Part 820); and if applicable, the electronic
product radiation control provisions (Sections 53 1-542 of the Act); 21 CER 1000- 1050.

This letter will allow you to begin marketing your device as described in your premarket
notification. The FDA finding of substantial equivalence of your device to a legally marketed
predicate device results in a classification for your device and thus permits your device to
proceed to market.

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801), please
go to http://www.fda.grov/AboutFDA/CentersOffices/CDRH/CDIRHOffices/ucln 15809.htm for
the Center for Devices and Radiological Health's (CDRH's) Office of Compliance. Also, please
note the regulation entitled, "Misbranding by reference to premarket notification" (21 CFR Part
807.97). For questions regarding the reporting of adverse events under the MDR regulation (21
CER Part 803), please go to
http:;//www.fda.gov/Medica1Devices/Safety/ReportaProblen/defaulthti- for the CDR-' s Office
of Surveillance and Biometrics/Division of Postmarket Surveillance.

Jf you have any questions regarding the content of this letter, please contact Shahram Vaezy at
(301) 796-6242.

Sincerely Yours,

Mary Pse
Director
Division of Radiological Devices
Office of In Vitro Diagnostic Device

Evaluation and Safety
Center for Devices and Radiological Health

Enclosure(s)



Indications for Use

510(k) Number (if known):

Device Name: DC-T6 Diagnostic Ultrasound System

Indications For Use:

The DC-T6 Diagnostic Ultrasound System is applicable for adults,
pregnant womenpediatric patients and neonates. It is intended for use
in fetal, abdominal, pediatric, small organ(breast, thyroid, testes),
neonatal cephalic, adult cephalic, trans-rectal, trans-vaginal, musculo-
skeletal(conventional, superficial), cardiac(adult, pediatric), peripheral
vascular and urology exams

Prescription Use x AND/OR Over-The-Counter U

(Part 21, CFR 801 Subpart D) (21 CFR 807 Subp

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON
ANOTHER PAGE IF NEEDED)

Concurrence of CDRH, Office of In Vitro Diagnostic Devices (QIVO)

Page 1 df 1

_D ion Sign*Otfl
Dvso6fRadiological Devices

Office of in Vitro Diagnostic Device Evaluation and Safety0 8 1
510K001



Mindray Co., Ltd.- DC-T16 Diagnostic Ultrasound System

Diagntostic Ultrasound Indications for Use Form
System: DC-T6 Diagnostic Ultrasound System

Transducer: N/A
Intended Use: Diagnostic ultrasound imaging or fluid flow analysis ofthec human body as follows

Mode of~peration

ClincalApplcato[3 M PWD C WD Color Amplitude Combined Ote(sciy
Doppler Doppler (speci6,) Ote(sci)

Ophlttlalmic

Fetal N N N N N N Notel1,2, 3, 4.6,7

Abdominal N N N N N N N Notel1,2. 3, 4,5A7

lntraopcrative (specify)-

lttroperative (Neuro)

Laparroscoptc

Pediatric N N N N N N N Note 1, 2, 4,5.6,7

Small organ(specify)- N N N N N N Notel1, 2, 4,6,7

Neonatal Cephalic N N N N N N N Note], 2, 4,5A67

Adult Cephafic N N N N N N N Notel1, 2, 4,5,6.7

rani-eca N N N N N N Note 1,2.46,7

Trans-vaginal N N N N N N Note 1,2,4,6.7

Trans-urethral

Trans -eso ph (no nl-Crd.

Museulo-sketetal Conventional N N N - N N I N Note 1,2,4,6,7

Musculo-skeletal Superficial N N N N N N Note 1,2,4.6,7

iinavarscula

Cardiac Adult N N N N N N N Note 1,2,5A67

Cardiac Pediatric N N N N N N N Note 1,2,5,6,7
fintravascular (Cardiac)

Trans-esoph.(Candiac)

tnu a-Card ac,

Peripheral Vascular N N N N N N Note 1.2.4,6,7

Other (specify).N. N N N = L N Nt ,,,,

Nnew indication; Ppreviously cleared by FDA; Eadded under Appendix E

Additional comments:Combined modes: B4M, PW4B, Color +-B, Power + B, PW +Color+ B, Power + PW 4-B.
lIntraoperative includes abdominal, thoracic, and vascular.

'Small organ-breast, thyroid, testes,
*.0ther use includes Urology.

Note 1: Tissue Harmonic tmaging+ The fecanare does not use contrast agents.

Note 2: Smart3D

Note 3A4D(Real-time 3D)

Note 4: iScape

NoteS: PD!

Note6: Color M

Note7: Biopsy Guidance

(PLEASE DO NOT WRITE BELOW THtS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CIDRH, Office of Device Evaluation(ODE)

Prescription USE (Per 21 CFR 801.109)

(Di ion Sign-off).
Division Radiological Devices

Office of in Vitro Diagnostic Device Evaluation and Safety
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Mindray Co., Ltd.- DC-T6 Diagnostic Ultrasound System

IDiagnostic Ultrasound Indications for Use Form
System: DC-T6 Diagnostic Ultrasound System

Transducer 3CSA

Intended Usce Diagnostic ultrasound imaging or fluid flow analysis ofllse human body as follows:

Mode of Operation

ClnialApliatonB M PWD CWD Color Amplitude Combined Other (specify)
___________________I Doppler Doppler (specify)

Ophthalmic

Fetal N N N N N N Note1, 2, 4,63
Abdominal N N N N N N Note 1, 2, 4,637

Intraoperative (specify)-

lntraoperativc (Neuro)

Laparoscopic

Pediatric

Small organ(specify)*

Neonatal Cephalic

Adult Cephalic

Trans-rectal

Trans-vaginal

Trans-urethral

Trans-esoph (non-Card.)

Musculo-skeletal Conventional

Musculo-skeletal Superficial

fIntravascular

Cardiac Adult

Cardiac Pediatric
Intravasacular (Cardiac)

Tran s-es op h.(C ardiac

Intra- Cardiac

Peripheral Vascular N N N N N N Not I 24,d67
Other (specify)*

N=new idication; P=previously cleared by FDA; Eadded under Appendix E
Additional comments:Combined modes: B+M. PW+B, Color + B, Power + B. PW +Color+- B, Power + PW +B.,

tlntraoperative includes abdominal, thoracic, and vascular
**Small organ-breast, thyroid, testes.-

.. Other ute includes Urology.
Note 1: Tissue Harmonic Imaging. The feature does not use contrast agents.

Note 2: Smarl3D

Note 3.4D(Real-time 3D)
Nofe4: iScape

Notes: TDI

Note6: Color MI

Note7: Biopsy Guidance

(PLEASE DO NOT WRITE BELOW,THJS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRH, Office of Device Evaluation(ODE)

Prescription USE (Per 21 CFR 801.109)

Office of In Vitro Diagnostic Device Evaluation and SaloW 008-3
610K1) oi~



Mindray Co., Ltd. - DC-T6 Diagnostic Ultrasound System

Diagnostic Ultrasound Indications for Use Forma
System: DC-T6 Diagnostic Ultrasound System

Transducer: C5-2

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as followvs:

Mode of Operation

ClnialApliatonB M PWD CWD Color Anipliwde Combined Other (specify)
I I Doppler Doppler (specify) _______

Ophthalmic

Feral N N N N N N Note 1,2, 4,6,7
Abdominal N N N N N N Note 1, 2, 4A67
Intranperative (specify)*

lntraoperative (Neuro)

Laparoscopi c

Pediatric

Small organspecify)-*

Neonatal Cephialic
Adult Cephalic

Trans-rectal

Trans-vaginal

Trans-urethral

Trans-esoph (non-Card.)

Musculo-skeletal Conventional

Musculo-skeletal Superficial

tntravascular

Cardiac Adult

Cardiac Pediatric

tintravascular (Cardiac)

Trans-esoph. (Cardiac)

Innr-Cardiac

Peripheral Vascular N N N N N N Note 1, 2, 4A67

Other (specify)-**

N=new indication; Ppreviously cleared by FDA; Eadded under Appendix E
Additional commentsComnbined modes: B+M, PW+B, Color + B, Power + B. PW +IColor+i B, Power + PW -iB.

*Ifltraoperative includes abdominal, thoracic, and vascular.
*.Small organ-breast, thyroid, testes.

*..*Oth~er use includes Urology.

Note 1: Tissue Harmonic Imaging, The feature does not use contrast agents.

Note 2: Smart3D

-Note 3AD1(Real-time 3D)
Note 4: iScape

Notes: TDl

Notes: Color Mv

Notel: Biopsy Guidance

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRH, Office of Device Evaluation(QDE)

Prescription USE (Per 21 CFR 801.109)

Sign-Offt
Offic of In Vitro Diagnostic Demce Evaluation and Salaty 008-4
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Mindray Co., Ltd.- DC-T6 Diagnostic Ultrasound System

Diagnostic Ultrasound Indications for Use Formn
System: DC-T6 Diagnostic Ultrasound System

Transducer: 6C1
Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows

Mode of Operation
Clinical Application ApiueCmie

B M PWD CWDJ Color AmplitudpCombine
_________________________Doppler Doppler (specify) Ote(sciy

Ophthalmic

Fetal

Abdominal N N N N N N Note 1,2, 4A67
Intreoperative (specify)*

hintraoperative (Neuro)

Lapsto s cop ic
Pediatric N N N N N N Note 1, 2. 4,6.7

Small organ(specify)-
Neonatal Cephalic N N N N N N Note 1, 2, 4A67
Adult Cephalic

Trans-rectal

Trans-vaginal

Trans-urethral

Trans-esoph.(non-Card.)

Musculo-skeletal Conventional

Musculo-skeletal Superficial

Intravascular

Cardiac Adult _N_ N N N N N -Note I -2, 4,6,7
Cardiac Pediatric N N N N N N Note 1, 2, 4,6,7
fIntravascular (Cardiac)

Trans-esoph.(Cardiac)

tntra-Cardiac

Peripheral Vascular N N N N N N Note 1, 2, 4,67

Other (specify)*

Nnew indication; Ppreviously cleared by FDA; Eadded under Appendix E

Additional comments:Comnbined modices: B+M, PW+B, Color + B, Power + B, PW +Color+ B. Power + PW +B.
-Intraoperative includes abdominal, thoracc and vascular,

.Small organ-breta, thyroid, testes.
* **Other use includes Urology.

Note 1: Tissue Harmonic Imaging. The feature does not use contrast agents.

Note 2: Smart3D)

Note 3AD1(Real-time 3D3)
Note 4: iScape

Notes tDI

Note6 Color M
Note7: Biopsy Guidance

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRH, Office of Device Evaluatiou(ODE)

Prescription USE (Per 21 CFRSOI1.109)

Office of In Vitro Diagnosic DeVice Evaluation and Solety

510K.00 -



Mindray Co. Ltd. - DC-T6 Diagnostic Ultrasound System

Diagnostic Ultrasound Indications for Use Formo
System: DC-T6 Diagnostic Ultrasound System

Transducer: VI1-4

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the hsumans body as follows:

Mode of Operation
Clinical Application ClrApiueCmie

B M PD CW Doppler Doppler (specify) Ote(sciy

Ophthalmic

Fetal N N N N N N Note 1, 2, 4,6,7
Abdominal

lstraoperative (specify)*

lrstraoperative (Neuro)

Laparoscopic

Pediatric

Small organ(specify)*

Neonatal Cephalic

Adult Cephalic

Trans-recral N N N IN N N Note I, 2, 4,6,7

Tran s-vaginal N N N N N N Note 1, 2, 4,6,7

Trans-urethral

Trans-esoph. (non-Card.)

Musculo-skeleald Conventional

Musculo-skeletal Superficial

Intravascular

Cardiac Adult

Cardiac Pediatric

Intravascular (Cardiac)

rans-esoph.(Cardiac)

Intra-Cardiac

Peripheral Vascular

Other (specify) N N N N N N Note 1. 2, 4,6,7

Nnew indication; P-previously cleared by FDA; Eadded under Appendix E
Additional commentms:Combined modes: B+M, PW+B, Color + B, Power + B3, PW +Color+ B, Power + PW +B.

*lntraoperative includes abdominal, thoracic, and vascular

--Small organ-breast, thyroid, testes.
**-Othser use includes Urology+

Note 1: Tissue Harmonic Imnaging+ The feature does not use contrast agents.

Note 2: Smart3D

Note'34D(Rea-time 3D)

Noteo4: iScape

Note5: TDI

Note6: Color Mv

Note7: Biopsy Guidance

(PLEASE D0 NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRH, Office of Device Evaluation(ODE)

Prescription USE (Per 21.CFR 801.109)

Office of In Viroanm eic vluto and Safty 008-6



Mindray Co., Ltd.- DC-TO Diagnostic Ultrasound System

Diagnostic Ultrasound Indications for Use Formn
system: DC-T6 Diagnostic Ultrasound System

Transducer: V10-413

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Mode of Operation

ClnclApiainB M PD CD Color, Amplitude Combined Other (specify)PDIC DoDppler Doppler" (specify)
OphthalmicI

rem] N N N N N N Note 1, 2, 4,6.7

Abdominal

lntraopteracive (specify)'

lntraoperative (Neuro)

Laparoscopic

Pediatric

Small organr(specify)-*

Neonatal Cephalic
Adult Cephalic

Trans-rectal N N N N N , N Note 1, 2, 4,6,7
Trans-vaginal N N N N N N Note 1, 2, 467

Trang-urethfral

Trans-esoph.(non-Card.)

Musculo-skeleral Conventional

Musculo-skeletal Superficial

Intravascular

Cardiac Adult

Cardiac Pediatric

Intravascular (Cardiac)

Tran s-s op h. (C ardiae)

Intra- Card iac

Peripheral Vascular

Othter (specify)-- N N N N N N Note 1,2, 46,7

Nnew indication; P=previously cleared by FDA; Eadded under Appendix E

Additional comments:Combined modes: B+M, Pw-i-, Color + B. Power + B, PW +Color+ B, Power + PW +B&
*tntraoperative includes abdominal, thoracic, and vascular,

*Small organ-breast, thyroid, testes.

***Othtr use includes Urology.

Note 1: Tissue H-armonic Imaging. The feature does not use contrast agents;

Note 2: Smart3D

Note 3A4D(Real-time 3D)

Note 4: iScape

Notes: TDt

Nouns: Color M

Note7: Biopsy Guidance

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTtNUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRH, Office of Device Evaluation(ODE)

Prescription USE (Per 21 CFR 801.109)

(Di/sion Sign-Of
Division I1 Radoogical Devtes

office of tn Vitro DIagnotstiC Device Evaluation and Safety.
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Miradray Co., Ltd. - DC-T6 Diagnostic Ultrasound System

IDiagnostic Ultrasound Indications for Use Forut
System:. DC-T16 Diagnostic Ultrasound System

Transducer: 1,7-3

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis oftlis human body as follows

Mode of Operation
Clinical Application B M PWD CWD Color Asrnpliltude Com-bined Other (specify)

____________________Doppler Doppler (specify)

Ophthalmic
Fetal
Abdominal N N N _____ N N N Note 12, 4,6,7
intrioperative (specify)
ltaopcrativc (Neuro)
La pam acop ic
Pediatric N N N N N N Nole 1.2, 4.6.7
Small organ(apecify)'' N 14 N N N N Nose 1,2,4.6,7
Neonatal CephalicI
Adult Cephalic
Traits-rectal
Trans-vaginal
rnana-a.reehral

Trans-eeoph.(non-Card.)
Mu~sculo-skeletal Cotaventional
Musculo-skelelal Superficial
Intravascular
Cardiac Adult
Cardiac Pediatric
Intiravascular (Cardiac)

Trans-esopb.( Card isc)
Intra-Cardiac
Peripheral Vascular N N N ______ N N N Nose 1,2, 4,6,7

N-new inudication: P'previously cleared by FDA; E=added under Appendix E
Adiditioundlcontients:Comnbined modes: B+M, PW+B, Color + B, Power + B, PW4+Color+- B, Power +PW +B.

Ineraoperasive includes abdominal, Ilioracic, and vascular

-'Sall organ-breast, thyroid, testes,

... Othaer use includes Urology.

Note I: Tissue Hannonic Imaging. The feature does not se contrast agents.

Note 2: Snit3

Note 3:40)(ReaI-timne 3D)

Note 4: iScape

Notes: [rD

Noe6: Color M

Noee7: Biopsy Guidance

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRLI, Office of Device Evaluaition(DE

Prescription USE (Per 21 CPR 801.109)

(Divist n Stgn-01f)
Division of Mdiological Devices

Office of In Vitro Diagnostic Device Evaluation andi Safety

510K I) 1C ~ 008-8



Mindray Co., [td. - DC-TG Diagnostic Ultrasound System

Diagnostic Ultrasound Indications fr Use Formn
System: DC-lf6 Diagntostic UlItrasound System

Transducer 71-4A

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the htutman body as follows:

Mod cofOperation

Clinical Application B M ?WD CWD Color Amplitude Combined Other (specify)
Doppler Doppler (specify)

Ophthalmic ______

Petal
Abdominal N N N N N N Note 1,2, 4,6,7
lntroperative (specif'y

lntaperativc (Neuro)
LaparoscoptI c
pediatric N N N N N N Note 1,2,4.6.7
Small orga(specify)'' N N N N N N Note 1,2,4,6.7
Neonatal Ccphalic N N N N N N Note 1,2,4.6.7
Adult Cephalic

rant-vaginal
ranstuethral

Trans-esoph,(rto-Card.)
Musculo-skeletal Convcntional N N N N N N Note 1,2,467
Musaculo-skeletal Superficial N N N _______ N N N Note I,2,4,6,7
fIntravascular

Cardiac Adult
Cardiac Pediatic
Inavascular (Cardiac)
Trans-esoph.(Cardiric)

Intra-Candiac

Peripheral Vascular N N N -______ N 4 N Note I,2,46,7
O0tter (specifv)..
Nnew indication; P=previously cleared by FDA; Eadded tunder Appendix E
Additional com~mentsComnbined modes: B+M, PW+B, Color + B, Power + B, PW +-Color+' B, Power +- PW +B..

luntraoperative includes abdominal, thoracic, and vascular

--Small organ-breast, thyroid, testes.

-*Other use includes Urology.

Note I: Tissue Harmonic Imaging, The feature does not use contrast agents

Note 2: Smasi3D

Note 3:4D)(Real-timne 3D)

Note 4: iScape

Notes: TDI

Notes: Color M

Note7: Biopsy Guidance

(PLEASE DO NOT WRITE BELOW THIS ILINE-CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDIII, Office of Device Evaltaation(OIDE)

Prescription USE (Per 21 CER 801,109)

Ofce of In Vitico Diagnostic De"e Eauaof and safety

~ 008-9



Mindh-ay Co., Ltd. - DC-T6 Diagnostic Ultrasound System

D~iagnostic Ultrasound Indications for Use Form
System: DJC16 Diagnostic Ultrasound System

Transducer: LI -4

Intended Use: Diagnsostic ultrasound imaging or fluid flow analysis of the human body as follows:

Mode of Operatios
Clinical Application B NI PWD CWO Color Amplitude Combined Othser (specify)

_______________________Doppler Doppler (specify) _______

Fetal
Abdominal N N N ______ N N N Note 1,2,4,6,7
Inersoperative (sipecify)'
Intranperative (Neuro)
La pa roscopt Ic
Pediatrnc N N N N N N Note 1.2. 4,6.7
Sttall organtspci )' N N N N N N Note 1,2, 4,6,7
Ncontsal Cephalic N N I N IN N N Note 1,2, 4A7,
Adult Cephalic
Trans-rectal
Trans-vaginal
rtocs-ureta

Tratsesvo ph.( no n.C ardl,)
Muscurlo-skeletal Conventional N N N N N N Note 1,2, 4,6,7
Musctalo-skeletal Superficial N N N N N N Note 1,2,4,6.7
Itstravascsslar
Cardiac Adult

Cardiac Pediatric
Intravascular (Cardiac)

rns-esoph.(Cardiac) __________

Intra-Cardiac
Peripheral Vascular N N N _____ N N N Note 1,2, 4,6,7-

Nnew indication' P=previously cleared by FDA; Eadded under Appendix E
Additional cotaments:Conbined modes: B4-M, PW+B, Color + B, Power + B, PW +Color+v B, Power + PW +B.

'Itrsraoperative includes abdominal, thsoracic, and vascular.

**Small organ-breast, thyroid, testes,

-Other use includes Urology.

Note i: Tissue, Harmonic, Imaging. The feature does not use contrast agents.

Note 2: Smart3fl

Note 3:40(ReaI-time 3D)

Note 4: iScape

Note5: TDl

Note6: Color M

Note7: Biopsy Guidance

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE tF NEEDED)

Concurrence of CDIII!, Office of Device Evaluation(ODE)

Prescription USE (Per 21 CFR 801.109)

(~!Divisi in-n
Division of 9 doogi~aff M dDoafets

Office of In Vitro Diagnostic Device Evaluation andSft

510K( P) I l)o l 08-1



Mindray Co., Ltd. - DC-T6 Diagnostic ultrasound System

Diagnostic Ultrasound Indications for Use Formn
System: DC-T6 Diagnostic Ullotaraud System

transducer: L12-4

littctded Use: Diagnostic ultrasouss imtagitng or [frist flow analysis offthe human body as fottows:

Mode of Operation
Clintcal Applieatton B M WD CD Color Armtitde Comnbined Ote(sciy

B M IO CWD Doppler Doppler (specify) Other_________

Ophthalmic
etal

Abdominal N N N ______ N N N Note 1,2, 4.6.7
tsraoperative (spcify)

Ittraoperatise (Nctsro)
Laparoscpie
Pedtatric N N N N N N Note I,2 4,6,7
S mall orgatt(specify)** N N N _____ N N N Note 1,2, 4,6,7
Neonatal Cepltalic N N N N N N Note 1,2, 4A67
Adult Ceplie

Trans-vaginal

Trs-urethrl
Tratss-esopla.(non-Card.)

Musculo-skeletal Conventional N N N N N N Note 1,2, 4,6,7
Musculo-skeletald Superficial N N N _____ N N N Note 1,2, 4,6,7
Intavscular
Cardiac Adult

Cardiac Pediatric
In -travascular (Cardiac) 

_ NMN 

Nt ,
Tmrns-esropliCaric

Peripheral Vascular N _____ N N N Noe124,7

16thefspecify). - . . . .

Nnew indication; P previously cleared by FDA; E-added under Appendix E
Additional comments:Comabined moades: B-tM, PW+B, Color + B, Power + B, PW +Color+ B, Power + PW -4B.

lInroperative includes abdominal, thoracic, and vascular.

*Small orgsn-brast, thyroid, testes.

.*.Othaer use includes Urology,

Note I: Tissue Harmonic Imaging, The feature does not use contrst agents,

Note 2: Stsar3D,

Note 3:4D(Real.Iime 3D)

Note 4: iScape

NoteS5: TDI

Note6: Color M

Note7: Biopsy Guidance

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRH, Oiffice of Device Evalubation(ODE)
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Mindray Co. Ltd. - DC-in Diagnostic Ultrasound System

tDiagnostic Ultrasound Indications for Use Fein
System:. DC-T6 Diagnostic Ultrasound System

Transducer 7L5

Ittended lUne: Diagnostic ultrasound imaging or fluid flow analysis of the human bodly as follows:

Mode of Operation
Clinical Application B M PD CD Color Amplitude Combined Ote(sciy

_________________ B Dopp WD Doppl ope (specify) Ole seiy
Ophthtalmtic

Abdominal N N N _____ N N N Note 1,2, 4.6.7
lntraolperiatve (spccify)-

traopcrtivc (Nemro)
Laparoscop .te
pediatric -N N N _ ___ N N N Note 1.2, 46,7
Small organ(specify)* N N N _____ N N N Nose 1,2, 46A7
Nleounatal Cephalic N N N _____ N N N Note 1,2. 4A67
Adult Cephalie

rT.u-rectal-
Trans-vaginal
Trans-urctt

lrans-cnoph,(non-Card.)
Msssculo-skelesal Cotnventiottal N N N N N N Note 12, 4,637
Musctato-skecletal Superficial N N N N N N Note 1.2, 4,6,7
Intravascular
Cardiac Adult
Cardiac pediatric
Inavascular (Cardiac)

Trans-esoph (Cardiac)
fInert-Cardiac,
Peripheral Vascular N N N N N N Note 1,2, 4,6,7

LIher is ac fy.....-- - - - --)

N-new indication; P=previously cleared by FDA; E-added under Appendix E
Additiotnal comtments:Com~bined modes: B-FM, PWVB, Color +' B, Power + B, PW 4-Color-I B, Power + PW 4-B,

*Intraoperative inclutdes abdominal, tlsraciic, and vascular.

*aSmall organ-breast, thyroid, testes.

- -Othser use includes Urology.

Nose I: Tissue Harmonic tImaging. The feature does ntao use contrast agents.

Note 2: Smart3D

Note 3:4D(Rcal-titne 3D)

Note 4: iScape

Notes: TDI

Note6: Color M

Note7: Biopsy Guidance,
(PLEASE DO NOT WRITE BELOW THIS LINE.CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRH, Office of Device Evaluation(ODE)
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Mindray Co., Ltd. - DC-TG Diagnostic Ultrasound System

Diaignostic Ultrasoutnd indications for Use Form
System: OC-Ifi Diagnostic Ultrasound System

Transdcer: L14-6

Intended Use: Diagnostic ultrasound intagirfg or fluid flow analysis or the human body as follows:

Mode o(Operation
Clinical Applicatiott B M PWD CWD Color Atmplitude Combined Ote(sciy

___________________Doppler Doppler (specify)
Ophsthalmuic _______

Fetal
Abdominal N N N NI N N Note 1.2. 4,6,7
lntraolperative (specify)*
firatperative (Neuro)
Lap arosc opi c
pedraunc N N N N N N Note 1.2, 4,6,7
Small organ(specify)-l N N N _____ N N N Note 1,2, 4,6,7
Neorratal Cephalic N N N N N N Note 1,2, 4,6,7
Adult Cephalic

rans-rectal
Trans-vaginal
rans-urethral

Trans-csopht(nott.Card.)
Musculo-skeletal Conventional N N N N N N Note 1,2, 4,6,7
Musculo-skeletal Superficial N N N ______ N N N Note 1,2, 4,6,7
Intrav~ascular
Cardiac Adult
Cardiac pediatric
Intravasacular (Cardiac)
Trana-resoph.(Carditic)N Not1,467

Peripheral Vascular N N N _____ NN NoeI24,7

Othe(specify).-
N-new indication; Ppreviously cleared by FDA; E=added under Appendix E
Additional commnents:Combined modes: B-FM, PW4-B, Color 4-B. Power + B, PW 4-Color+ B, Power + PW +B.

lfntraopecrative includes abdominal; Iboracic, and vascular.

-Small organs-breast, thyroid, testes.

... *Other tuse includes Urology.

Note I: Tissue Hanrmonic Imaging. *1he fecaure, does not ute contrast agents.

Note 2: Smart3D

Note 3:4D(Rea-aime 3D)

Note 4: iScape

Notes: TDI

Notes: Color M

Note7: Biopsy Guidance

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRHI, Office of Device Evaluation(ODE)

Prescription USE (Per 21 CFR 801.109)
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Miridray Co. Ltd. - DC-I'S Diagnostic Ultrasound System

Diagnostic Ultrasound Indications for Use Formi
System: DC-lF6 Diagnostic Ultrasound System

lransucer:P4-2

Intended Usc: Diatghosfic ultrasound imaging or fluid flow analysis of the human body as
follows:

Mode of Operation
Clinical Application ~ Wcolor Amplitude CombinedOte(sciyB r' ' CWDDI Doppler Doppler (specify) Ise seiy
Ophthalmic

Fetal

Abdominal N N N N N N N Note 1, 2,4,5,6,7
lntraoperative (specify)'

lntraoperative (Neuro)

Laparoscopic

Pediatric N N N N N N N Note 1, 2,4,5,6,7

Small organ(specify)**

Neonatal Cephalic

Adult Cephalic N N N N N N N Note 1, 2,4,5,6,7

Trans-rectal

Trans-vaginal

Trans-urethral

Trans-esoph. (non-Card.)

Musculo-skeletal Conventional

Musculo-skeletal. Superficial

fIntravascular

Cardiac Adult N N N N N N N Note 1, 2A,63

Cardiac Pediatric N N N N N N N Note 1,2,4,5,6,7
fIntravascular (Cardiac)

Trans-esoph.(Cardiac)

Intra-Cardiac

Peripheral Vascular

Other (specify)-**

Nnew indication; P=previously cleared by FDA; Eadded under Appendix E

Additional comments:Combined modes: B+M, PW+B, Color + B, Power+± B, PW +Color+ B, Power + PW +B,

*Introperative includes abdominal, thoracic, and vascular.

--Small organ-breast, thyroid, testes.
**-Other use includes Urology.

Note 1: Tissue Harmonic Imaging. The feature does not use contrast agents.

Note 2: Smart3D

Note 3:4D(Real-time 3D)

Note 4: i~capec

NoteS: Tot

Note6: Color M

Note7: Biopsy Guidance,

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRH, Office of Device Evaluation(ODE)

Prescription USE (Per 21 CFR 801.109)
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Mindray Co. ,Ltd. - DC-TG Diagnostic UI trasounid System

IDiagnostic Ultrasound Indications for- Use Formi
System: DC-l16 Diagnostic Ultrasound System

Transducer: 2P2

Intended Use: Diagnostic ultrasouind imaging or fluid flow analysis of the human body as

follows:

Mode of Operation
Clinical Application B P W D Color Amplitude Combined Other (specify)

I I P) Doppler Doppler (specify)
Ophthalmic

Fetal

Abdominal N N N N N N N Note 1, 2,4,5,6,7
Intraoiperative (specify)-

lntraopuerative (Neuro)

Laparoscopic

Pediatric N N N N N N N Note 1, 2,4,5,6,7

Small organtspecify)-

Neonatal Cephalic

Adult Cephalic N N N N N N N Note 1, 2,4,5,6,7
Trans-rectal

Trans-vaginal

Trans-urethoral

Trans-esoph. (non-Card.)

Musculo-skeletal Conventional

Musculo-skeletal Superficial

Intravascular

Cardiac Adult N N N N N N N Note 1, 2,4,5,6,7

Cardiac Pediatric N N N N N N N Note 1, 2,4,5,6,7

Intravascular (Cardiac)

Trans-esoph. (Card iac)

Intra-Cardiac

Peripheral Vascular

Other (specify)**

N=new indication; P=previously cleared by FDA; Eadded under Appendix E

Additional comments:Combined modes: B+M, PW+B, Color + B, Power + B, PW +Color+ B, Power + PW +B.

HIntraoperative includes abdominal, thoracic, and vascular.

--Small organ-beat thyroid, testes.
-*Other use includes Urology.

Note I: Tissue Harmonic Imaging. The feature does not use contrast agents.

Note 2: Smart3D

Note 3:4D(Real-time 3D)

Note 4: iScape

Notes: TDI

Note6: Color M

Note7: Biopsy Guidance

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRJH, Office of Device Evaluation(ODE)

Prescription USE (Per 21 CFR 801.109)

office oflIn Vdro DiagnOSiCDetics Evaltfflf and 00845t
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Mindray Co., Ltd. - D)C-T6 Diagniostic Ultrasound System

iDiaginostic Ultrasound Indications for Use Form
System: DC-T6 Diagnostic Ultrasound System

Transducer: 4CD4

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as
follow-s:

Mode of~peration
Clinical Application B M P WD Color Amplitude Combined Other (specify)

_________________ FA_ FD7 Doppler Doppler (specify)

OphthalmicI I
Fetal N N N N N N Note 1,2, 3.4,6
Abdominal N N N N N N Notef 12, 3, 4,6
Intranperative (specify)-

lntraoperative (Neuro)

Laparoscopic

Pediatric

Small organ(specify)*-

Neonatal Cephalic

Adult Cephalic

Trans-rectal

Trams-vaginal

Trans-urethral

Trans-esoph.(non-Card.)

Musculo-skeletal Conventional

Museulo-skeletal Superficial

fintravascular

Cardiac Adult

Cardiac Pediatric

Intravascular (Cardiac)

Trans-esoph.(Caidiac)

fintra-Cardiac

Peripheral Vascular

Other (specify)*- I
N=new indication; P-previously cleared by FDA; EWadded under Appendix E

Additional commemts:Combined modes: B+M, PW+B, Color + B, Power + B, PW +Color± B, Power + PW +B.
*lntmroperative includes abdominal, thoracic, and vascular.
"~Small organ-breast, thyroid, testes.

-*Other use includes Urology,

Note 1: Tissue Harmonic Imaging. The feature does not use contrast agents.
Note 2: Smart3D)

Note 3:40)(Real-time 3D)

Note 4: iScape

Note5 TDI

Note6: Color IM

Note7: Biopsy Guidance

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRZ, Office of Device Evaluation(ODE)

Prescription USE (PeC2 FR 80 1.109)

DMsion o dilogical Devices
Office of In Vitro Diagnostic Device Evaluation and Safety

/7) in 199008-16.


